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about the truly frightening problems at the
FDA including: 1. a culture of suppression and
intimidation, 2. a lack of transparency into the
review process, 3. the inaction of FDA man-
agement in response to serious drug risks, 4.
a lack of scientific freedom and the inability of
FDA reviewers to have their concerns heard
by senior management, FDA advisory commit-
tees, and the public.

Their powerful testimonies add to the con-
cerns raised in the Institute of Medicine report,
the GAO Report, and the Inspector General of
HHS report that the FDA’s system to ensure
that postmarketing studies are conducted and
completed is broken and the FDA has not
made reform a priority.

It is clear from the whistleblowers’ testi-
monies and these three major reports that the
FDA is a deeply troubled agency that has
failed time and time again to act in the best in-
terest of the public. The failures of the FDA to
protect the public have been widely reported
by the media and the public is losing con-
fidence in the FDA'’s ability to keep us safe.

According to a recent Wall Street Journal
Online/Harris Interactive poll, 80 percent of
adults say they are concerned about the
FDA’s ability to make independent decisions
that will ensure that patients have access to
safe and effective medicines.

We need the FDA to be a watchdog for
public health, not a lapdog for the industry.
We need to bring back transparency, account-
ability and scientific integrity to the FDA.

That is why today | am reintroducing the
Swift Approval, Full Evaluation, SAFE, Drug
Act to provide greater transparency into the
approval process and a stronger postmarket
safety system.

The SAFE Drug Act will:

1. Increase FDA authority with respect to
postmarket safety, including giving the FDA
the ability to mandate labeling and require
postmarket studies.

2. Provide FDA greater authority with re-
spect to the Accelerated Approval process, by
ensuring postmarket study plans are reviewed
prior to approval; requiring proper labeling until
drugs are fully approved; and restricting adver-
tising for accelerated approved drugs or bio-
logics until full approval.

3. Provide enhanced whistleblower protec-
tions to FDA employees.

4. Preserve scientific integrity at FDA by
prohibiting FDA employees from directing
other FDA employees to censor or suppress
scientific research, analysis, opinions or rec-
ommendations or directing employees to dis-
seminate scientific information that is known to
be false or misleading.

5. Require the FDA to provide Advisory
Committees with complete information.

6. Ensure scientific freedom at FDA, by
guaranteeing FDA and FDA-sponsored au-
thors the right to publish or present their work.

7. Increase FDA transparency, by requiring
a biennial report to Congress on noninferiority
studies and a biannual report to Congress on
postmarket studies system.

The time to act is now. | look forward to
working with my colleagues to stop the ero-
sion of public confidence in the FDA, provide
greater transparency into the approval proc-
ess, reform the system of postmarketing stud-
ies, and ensure that FDA balances the desire
to speed drugs to market with its critical role
as the watchdog of public health.
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Mr. JEFF MILLER of Florida. Madam
Speaker, on behalf of the United States Con-
gress, it is with great honor that | rise today
to recognize the community contributions of
Charles and Jeannette Henderson to North-
west Florida.

Nearly 20 years ago, Mr. and Mrs. Hender-
son began researching their family genealogy,
and published two books, “The Track of the
Jackson” and “The Trail of the Griffith.” Their
passion for collecting and preserving their own
history later prompted the founding of the
North Okaloosa Historical Association in 1992.
With grants and fundraising, this body pur-
chased the old General Store in Baker, Flor-
ida, and transformed the 1908 landmark into
the Baker Block Museum.

Mr. and Mrs. Henderson have been the de-
voted caretakers of this museum since its in-
ception. They have been instrumental in cre-
ating one of the largest genealogical libraries
in Okaloosa County and continue to oversee
the restoration and preservation of historical
artifacts.

To honor the Henderson’s inspiration and
dedication to their community, the Okaloosa
Board of County Commissioners passed a
resolution to proclaim a local park to be
named “The Jeanette and Charles Henderson
Heritage Park.” The Henderson’s dedication
and vision will forever be appreciated and
treasured for generations to come.

Madam Speaker, on behalf of the United
States Congress, | am proud to honor Charles
and Jeanette Henderson for their contributions
to the preservation of their community herit-
age.

———
INTRODUCTION OF THE HATE
CRIMES STATISTICS IMPROVE-
MENT ACT

HON. CAROLYN B. MALONEY

OF NEW YORK
IN THE HOUSE OF REPRESENTATIVES

Friday, February 16, 2007

Mrs. MALONEY of New York. Madam
Speaker, today, along with Representatives
BARBARA LEE, ELUAH CUMMINGS, ZOE
LOFGREN, LYNN WOOLSEY, and GEORGE MiL-
LER, | am reintroducing the “Hate Crimes Sta-
tistics Improvement Act” which will ensure that
hate crimes motivated by gender are ac-
counted for by the FBI and local law enforce-
ment agencies. With accurate data, local com-
munities can identify gender-based hate
crimes in their areas and chart their progress
toward eliminating them. Moreover, the inclu-
sion of gender will send a strong message
that gender-based hate crimes will not be tol-
erated.

In States with gender-based hate crimes
laws, prosecutors typically must present con-
crete evidence that the criminal act was com-
mitted due to gender bias. Obviously, not all
crimes against women are gender-based
crimes, and prosecutors should have discre-
tion in identifying what constitutes a gender-
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based hate crime. The process of discussing
these differences will improve the under-
standing of all hate crimes by law enforcement
personnel and will improve reporting of these
tragic crimes.

| urge my colleagues to support this impor-
tant legislation.

————

TRIBUTE TO THE CURRENT AND
FORMER AFRICAN-AMERICAN
MEMBERS OF CONGRESS

HON. EDDIE BERNICE JOHNSON

OF TEXAS
IN THE HOUSE OF REPRESENTATIVES

Friday, February 16, 2007

Ms. EDDIE BERNICE JOHNSON of Texas.
Madam Speaker, on behalf of the Congres-
sional Black Caucus, | rise today to pay tribute
to the current and former African-American
Members of Congress with Chairwoman KiL-
PATRICK and my distinguished colleague, Con-
gresswoman STEPHANIE TUBBS JONES.

Our Nation can feel proud today that a
record number of 43 black or African-Amer-
ican Members serve in the 110th Congress;
42 in the House of Representatives and one
in the Senate. In total, there have been 119
black Members of Congress: 114 elected to
the House and five to the Senate. Of those,
110 have been members with full voting rights
in the House, a number that corresponds with
the number of Congresses convened since
our Nation’s independence.

Voters sent the first black member to Con-
gress during reconstruction. His name was
Hiram Rhodes Revels (R-MS) and he served
in the Senate in the 41st Congress (1870). His
first black counterpart in the House, Joseph H.
Rainey (R-SC), came during that same ses-
sion.

Since then, African Americans have ex-
tended the honor roll of “firsts” and
“greatests,” “largests” and “most actives” in
both chambers. The 103rd Congress saw the
largest class of black freshmen ever elected.
Today, in the 110th Congress, we have five
African-American full committee chairmen and
17 subcommittee chairs. Such a concentration
of leadership is unprecedented. In addition to
our constituents, we have our predecessors to
thank.

Each current and former member of this au-
gust body owes a debt of gratitude to the
members emeritus who came before them.
Each African-American child who dreams of
ascending to elected office has more than 100
trailblazers to light his or her way. It is this
progress toward equal opportunity and rep-
resentation that we celebrate today, during
this month when we draw inspiration from an
illustrious past to create a brighter future. On
behalf of each current African-American mem-
ber of the 110th Congress, | extend the deep-
est respect and gratitude to all those who pre-
ceded us.

TRIBUTE TO LIVING WATER
HON. JOHN ABNEY CULBERSON

OF TEXAS
IN THE HOUSE OF REPRESENTATIVES
Friday, February 16, 2007
Mr. CULBERSON. Madam Speaker, | rise

today to honor Mr. Malcolm S. Morris, a con-
stituent from Houston, who is dedicating his




		Superintendent of Documents
	2015-05-18T16:44:06-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




